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a currently valid OMB number. ls and commercial sales, pricing and distribution of our products. The time required to
obtain approval in other countries might differ from and be longer than that required to obtain FDA approval. The
regulatory approval process in other countries may include all of the risks detailed in these �Risk Factors� and elsewhere
in this Quarterly Report on Form 10-Q regarding FDA approval in the United States, as well as other risks. For
example, legislation analogous to Section 505(b)(2) of the FFDCA in the United States does not exist in other
countries. In territories where data is not freely available, we or our partners may not have the ability to commercialize
our products without negotiating rights from third parties to refer to their clinical data in our regulatory applications,
which could require the expenditure of significant additional funds. We, Desitin, or any potential partner may be
unable to obtain rights to the necessary clinical data and may be required to develop our own proprietary safety
effectiveness dossiers. Desitin submitted a Marketing Authorization Application for Sumavel DosePro to the Federal
Institute for Drugs and Medical Devices (Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM)) in Germany,
the reference member state, through the Decentralized Procedure in October 2009, following completion of a
European pivotal bioequivalence trial comparing needle-free Sumavel DosePro to a traditional needle-based
autoinjector, Imigran-Inject, the European brand of Imitrex STATdose. However, regulatory approval in one country
does not ensure regulatory approval in another, but a failure or delay in obtaining regulatory approval in one country
may have a negative effect on the regulatory process in others.

Failure to obtain regulatory approval in other countries or any delay or setback in obtaining such approval could have the same adverse effects
detailed in these �Risk Factors� and elsewhere in this Quarterly Report on Form 10-Q regarding FDA approval in the United States. As described
above, such effects include the risks that our product and product candidates may not be approved at all or for all requested indications, which
could limit the uses of our product and product candidates and have an adverse effect on their commercial potential or require costly,
post-marketing studies. In addition, we, Desitin, or any potential partner may be subject to fines, suspension or withdrawal of regulatory
approvals, product recalls, seizure of products, operating restrictions and criminal prosecution if we fail to comply with applicable foreign
regulatory requirements.
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Health care reform measures and changes in policies, funding, staffing and leadership at the FDA and other agencies could hinder or
prevent the commercial success of Sumavel DosePro and any of our product candidates that may be approved by the FDA.

In the United States, there have been a number of legislative and regulatory changes to the healthcare system in ways that could affect our future
results of operations and the future results of operations of our potential customers. For example, the Medicare Prescription Drug, Improvement,
and Modernization Act of 2003 established the Part D prescription drug benefit, which became effective January 1, 2006. Under the prescription
drug benefit, Medicare beneficiaries can obtain prescription drug coverage from private sector plans that are permitted to limit the number of
prescription drugs that are covered in each therapeutic category and class on their formularies. If Sumavel DosePro or any of our product
candidates that are approved by the FDA are not widely included on the formularies of these plans, our ability to market our products to the
Medicare population could suffer.

Furthermore, there have been and continue to be a number of initiatives at the federal and state levels that seek to reduce healthcare costs. Most
recently, in March 2010, President Obama signed into law the Patient Protection and Affordable Health Care Act, as amended by the Health
Care and Education Affordability Reconciliation Act, or collectively the PPACA, which includes measures to significantly change the way
health care is financed by both governmental and private insurers. Among the provisions of the PPACA of greatest importance to the
pharmaceutical industry are the following:

� an annual, nondeductible fee on any entity that manufactures or imports certain branded prescription drugs and biologic agents,
apportioned among these entities according to their market share in certain government healthcare programs, beginning in 2011;

� an increase in the statutory minimum rebates a manufacturer must pay under the Medicaid Drug Rebate Program, retroactive to
January 1, 2010, to 23% and 13% of the average manufacturer price for most branded and generic drugs, respectively;

� a new Medicare Part D coverage gap discount program, in which manufacturers must agree to offer 50% point-of-sale discounts off
negotiated prices of applicable brand drugs to eligible beneficiaries during their coverage gap period, as a condition for the
manufacturer�s outpatient drugs to be covered under Medicare Part D, beginning in 2011;

� extension of manufacturers� Medicaid rebate liability to covered drugs dispensed to individuals who are enrolled in Medicaid
managed care organizations, effective March 23, 2010;

� expansion of eligibility criteria for Medicaid programs by, among other things, allowing states to offer Medicaid coverage to
additional individuals beginning in April 2010 and by adding new mandatory eligibility categories for certain individuals with
income at or below 133% of the Federal Poverty Level beginning in 2014, thereby potentially increasing both the volume of sales
and manufacturers� Medicaid rebate liability;
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� expansion of the entities eligible for discounts under the Public Health Service pharmaceutical pricing program, effective in January
2010;

� new requirements to report certain financial arrangements with physicians and others, including reporting any �transfer of value� made
or distributed to prescribers and other healthcare providers and reporting any investment interests held by physicians and their
immediate family members during each calendar year beginning in 2013;

� a new requirement to annually report drug samples that manufacturers and distributors provide to physicians, effective April 1, 2012;

� a licensure framework for follow-on biologic products;

� a new Patient-Centered Outcomes Research Institute to oversee, identify priorities in, and conduct comparative clinical effectiveness
research, along with funding for such research;

� creation of the Independent Payment Advisory Board which, beginning in 2014, will have authority to recommend certain changes to
the Medicare program that could result in reduced payments for prescription drugs and those recommendations could have the effect
of law even if Congress does not act on the recommendations; and

� establishment of a Center for Medicare Innovation at the Centers for Medicare & Medicaid Services to test innovative payment and
service delivery models to lower Medicare and Medicaid spending, potentially including prescription drug spending beginning by
January 1, 2011.

Many of the details regarding the implementation of the PPACA are yet to be determined, and at this time, it remains unclear the full effect that
the PPACA would have on our business. Since its passage, a number of state governors have strenuously opposed certain of the PPACA�s
provisions, in particular the mandate that all individuals must obtain insurance, and initiated lawsuits challenging its constitutionality. These
challenges are pending final adjudication in several jurisdictions, including the United States Supreme Court. Congress has also proposed a
number of legislative initiatives, including possible repeal of the PPACA. At this time, it remains unclear whether there will be any changes
made to the PPACA, whether to certain provisions or its entirety.

Additionally, individual states have become increasingly aggressive in passing legislation and implementing regulations designed to control
pharmaceutical product pricing, including price or patient reimbursement constraints, discounts, restrictions on certain product access, and
marketing cost disclosure and transparency measures, and designed to encourage importation from other countries and bulk purchasing.
Legally-mandated price controls on payment amounts by third-party payors or other restrictions could harm our business, results of operations,
financial condition and prospects.

In addition, regional healthcare authorities and individual hospitals are increasingly using bidding procedures to determine what pharmaceutical
products and which suppliers will be included in their prescription drug and other healthcare programs. This can reduce demand for our products
or put pressure on our product pricing, which could negatively affect our business, results of operations, financial condition and prospects.

In certain foreign markets, the pricing of prescription drugs is subject to government control and reimbursement and may, in some cases, be
unavailable. In the United States, the commercial success of Sumavel DosePro and our product candidates, if and when commercialized, will
depend, in part, upon the availability of coverage and reimbursement from third-party payors at the federal, state and private levels. Third-party
payors include governmental programs such as Medicare or Medicaid, private insurance plans and managed care plans. These third-party payors
may deny coverage or reimbursement for a product or therapy in whole or in part if they determine that the product or therapy was not medically
appropriate or necessary. Also, third-party payors have attempted to control costs by limiting coverage through the use of formularies and other
cost-containment mechanisms and the amount of reimbursement for particular procedures or drug treatments.

Additionally, given recent federal and state government initiatives directed at lowering the total cost of healthcare, Congress and state
legislatures will likely continue to focus on healthcare reform, the cost of prescription drugs and the reform of the Medicare and Medicaid
programs. While we cannot predict the full outcome of any such legislation, it may result in decreased reimbursement for prescription drugs,
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which may further exacerbate industry-wide pressure to reduce prescription drug prices. This could harm our ability to market our products and
generate revenues. In addition, legislation has been introduced in Congress that, if enacted, would permit more widespread importation or
re-importation of pharmaceutical products from foreign countries into the United States, including from countries where the products are sold at
lower prices than in the United States. Such legislation, or similar regulatory changes, could lead to a decision to decrease our prices to better
compete, which, in turn, could adversely affect our business, results of operations, financial condition and prospects. Alternatively, in response
to legislation such as this, we might elect not to seek approval for or market our products in foreign jurisdictions in order to minimize the risk of
re-importation, which could also reduce the revenue we generate from our product sales. It is also possible that other legislative proposals having
similar effects will be adopted.
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Furthermore, regulatory authorities� assessment of the data and results required to demonstrate safety and efficacy can change over time and can
be affected by many factors, such as the emergence of new information, including on other products, changing policies and agency funding,
staffing and leadership. We cannot be sure whether future changes to the regulatory environment will be favorable or unfavorable to our
business prospects. For example, average review times at the FDA for marketing approval applications have fluctuated over the last ten years,
and we cannot predict the review time for any of our submissions with any regulatory authorities. In addition, review times can be affected by a
variety of factors, including budget and funding levels and statutory, regulatory and policy changes.

We may incur liability if our continuing medical or health education programs and/or product promotions are determined, or are perceived,
to be inconsistent with regulatory guidelines.

The FDA provides guidelines with respect to appropriate promotion and continuing medical and health education activities. Although we
endeavor to follow these guidelines, the FDA or the Office of the Inspector General of the U.S. Department of Health and Human Services may
disagree, and we may be subject to significant liability, including civil and administrative remedies as well as criminal sanctions. In addition,
management�s attention could be diverted and our reputation could be damaged.

If we fail to comply with federal and state healthcare laws, including fraud and abuse and health information privacy and security laws, we
could face substantial penalties and our business, results of operations, financial condition and prospects could be adversely affected.

As a pharmaceutical company, even though we do not and will not control referrals of healthcare services or bill directly to Medicare, Medicaid
or other third-party payors, certain federal and state healthcare laws and regulations pertaining to fraud and abuse and patients� rights are and will
be applicable to our business. We could be subject to healthcare fraud and abuse and patient privacy regulation by both the federal government
and the states in which we conduct our business. The laws that may affect our ability to operate include:

� the federal Anti-Kickback Law, which constrains our marketing practices, educational programs, pricing policies, and relationships
with healthcare providers or other entities, by prohibiting, among other things, soliciting, receiving, offering or paying remuneration,
directly or indirectly, to induce, or in return for, the purchase or recommendation of an item or service reimbursable under a federal
healthcare program, such as the Medicare and Medicaid programs;

� federal civil and criminal false claims laws and civil monetary penalty laws, which prohibit, among other things, individuals or
entities from knowingly presenting, or causing to be presented, claims for payment from Medicare, Medicaid, or other third-party
payors that are false or fraudulent, and which may apply to entities like us which provide coding and billing advice to customers;

� the federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, and its implementing regulations, and the Health
Information Technology for Economic and Clinical Health Act, and its implementing regulations, which prohibit executing a scheme
to defraud any healthcare benefit program or making false statements relating to healthcare matters and which also impose certain
requirements relating to the privacy, security and transmission of individually identifiable health information;

� federal physician self-referral laws, such as the Stark law, which prohibit a physician from making a referral to a provider of certain
health services with which the physician or the physician�s family member has a financial interest, and prohibit submission of a claim
for reimbursement pursuant to a prohibited referral; and

� state law equivalents of each of the above federal laws, such as anti-kickback and false claims laws which may apply to items or
services reimbursed by any third-party payor, including commercial insurers, and state laws governing the privacy and security of
health information in certain circumstances, many of which differ from each other in significant ways and often are not preempted by
HIPAA, thus complicating compliance efforts.

Because of the breadth of these laws and the narrowness of the statutory exceptions and safe harbors available under the U.S. federal
Anti-Kickback Statute, it is possible that some of our business activities could be subject to challenge under one or more of such laws. To the
extent that any product we make is sold in a foreign country, we may be subject to similar foreign laws and regulations. If we or our operations
are found to be in violation of any of the laws described above or any other governmental regulations that apply to us, we may be subject to
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penalties, including civil and criminal penalties, damages, fines, exclusion from participation in U.S. federal or state health care programs, and
the curtailment or restructuring of our operations. Any penalties, damages, fines, curtailment or restructuring of our operations could materially
adversely affect our ability to operate our business and our financial results. Although compliance programs can mitigate the risk of
investigation and prosecution for violations of these laws, the risks cannot be entirely eliminated. Any action against us for violation of these
laws, even if we successfully defend against it, could cause us to incur significant legal expenses and divert our management�s attention from the
operation of our business. Moreover, achieving and sustaining compliance with applicable federal and state privacy, security and fraud laws may
prove costly.
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Import/export regulations and tariffs may change and increase our costs.

We are subject to risks associated with the regulations relating to the import and export of products and materials. We cannot predict whether the
import and/or export of our products will be adversely affected by changes in, or enactment of, new quotas, duties, taxes or other charges or
restrictions imposed by India (where our supplier of the sumatriptan used in Sumavel DosePro is located), the United Kingdom (where the
assembly of Sumavel DosePro takes place) or any other country in the future. Any of these factors could adversely affect our business, results of
operations, financial condition and prospects.

Risks Related to Intellectual Property

Our success depends in part on our ability to protect our intellectual property. It is difficult and costly to protect our proprietary rights and
technology, and we may not be able to ensure their protection.

Our commercial success will depend in large part on obtaining and maintaining patent, trademark and trade secret protection of our product,
Sumavel DosePro, and our product candidates, Zohydro ER and Relday, their respective components, formulations, methods used to
manufacture them and methods of treatment, as well as successfully defending these patents against third-party challenges. Our ability to stop
unauthorized third parties from making, using, selling, offering to sell or importing Sumavel DosePro or our product candidates is dependent
upon the extent to which we have rights under valid and enforceable patents or trade secrets that cover these activities.

We in-license certain intellectual property for Zohydro ER from Alkermes, and certain intellectual property for Relday from Durect. We rely on
these licensors to file and prosecute patent applications and maintain patents and otherwise protect certain of the intellectual property we license
from them. We have not had and do not have primary control over these activities or any other intellectual property that may be related to our
in-licensed intellectual property. For example, with respect to our license agreements with Alkermes and Durect, we cannot be certain that such
activities by Alkermes and Durect have been or will be conducted in compliance with applicable laws and regulations or will result in valid and
enforceable patents and other intellectual property rights. Alkermes has retained the first right, but not the obligation, to initiate an infringement
proceeding against a third-party infringer of the intellectual property rights that Alkermes has licensed to us, and enforcement of our licensed
patents or defense of any claims asserting the invalidity or unenforceability of these patents would also be subject to the control or cooperation
of Alkermes. Similarly, Durect has retained the first right, but not the obligation, to initiate an infringement proceeding against a third-party
infringer of certain of the intellectual property rights that Durect has licensed to us, and enforcement of certain of our licensed patents or defense
of any claims asserting the invalidity or unenforceability of these patents would also be subject to the control or cooperation of Durect. We are
not entitled to control the manner in which Alkermes or Durect may defend certain of the intellectual property that is licensed to us and it is
possible that their defense activities may be less vigorous than had we conducted the defense ourselves.

Most of our patents related to DosePro were acquired from Aradigm, who acquired those patents from a predecessor owner. Our patents related
to Zohydro ER are licensed from Alkermes. Thus, most of our patents, as well as many of our pending patent applications, were not written by
us or our attorneys, and we did not have control over the drafting and prosecution of these patents. Further, the former patent owners and our
licensor might not have given the same attention to the drafting and prosecution of these patents and applications as we would have if we had
been the owners of the patents and applications and had control over the drafting and prosecution. In addition, the former patent owners and
Alkermes may not have been completely familiar with U.S. patent law, possibly resulting in inadequate disclosure and/or claims. This could
possibly result in findings of invalidity or unenforceability of the patents we own and in-license, patents issuing with reduced claim scope, or in
pending applications not issuing as patents.

In addition, as part of the agreement where we acquired patents related to DosePro from Aradigm, Aradigm retained, and we granted to
Aradigm, a non-exclusive, worldwide, royalty free license to the acquired patents solely for purposes of the delivery of one or more aerosolized
APIs directly into the bronchia or lungs. The agreement with Aradigm also includes a covenant not to compete with us regarding technologies or
products for the delivery of one or more APIs via needle free injection. That covenant expired on August 26, 2010, giving Aradigm or its
licensees the right to develop and sell other needle-free injection technologies and products.

The patent positions of pharmaceutical, biopharmaceutical and medical device companies can be highly uncertain and involve complex legal and
factual questions for which important legal principles remain unresolved. No consistent policy regarding the breadth of claims allowed in patents
in these fields has emerged to date in the United States. There have been recent changes regarding how patent laws are interpreted, and both the
PTO and Congress have recently proposed radical changes to the patent system. We cannot accurately predict future changes in the
interpretation of patent laws or changes to patent laws which might be enacted into law. Those changes may materially affect our patents, our
ability to obtain patents and/or the patents and applications of our collaborators and licensors. The patent situation in these fields outside the
United States is even more uncertain. Changes in either the patent laws or in interpretations of patent laws in the United States and other
countries may diminish the value of our intellectual property or narrow the scope of our patent protection. Accordingly, we cannot predict the
breadth of claims that may be allowed or enforced in the patents we own or to which we have a license or third-party patents.
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The degree of future protection for our proprietary rights is uncertain because legal means afford only limited protection and may not adequately
protect our rights or permit us to gain or keep our competitive advantage. For example:

� others may be able to make or use compounds that are similar to the pharmaceutical compounds used in Sumavel DosePro and our
product candidates but that are not covered by the claims of our patents;

� the APIs in Sumavel DosePro and our current product candidates are, or will soon become, commercially available in
generic drug products, and no patent protection will be available without regard to formulation or method of use;

� we or our licensors, as the case may be, may not be able to detect infringement against our in-licensed patents, which may be
especially difficult for manufacturing processes or formulation patents;

� we or our licensors, as the case may be, might not have been the first to make the inventions covered by our owned or in-licensed
issued patents or pending patent applications;

� we or our licensors, as the case may be, might not have been the first to file patent applications for these inventions;

� others may independently develop similar or alternative technologies or duplicate any of our technologies;

� it is possible that our pending patent applications will not result in issued patents;

� it is possible that there are dominating patents to Sumavel DosePro or our product candidates of which we are not aware;

� it is possible that there are prior public disclosures that could invalidate our or our licensors� inventions, as the case may be, or parts
of our or their inventions of which we or they are not aware;

� it is possible that others may circumvent our owned or in-licensed patents;

� it is possible that there are unpublished applications or patent applications maintained in secrecy that may later issue with claims
covering our products or technology similar to ours;

� the laws of foreign countries may not protect our or our licensors�, as the case may be, proprietary rights to the same extent as the
laws of the United States;

� the claims of our owned or in-licensed issued patents or patent applications, if and when issued, may not cover our device or product
candidates;
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� our owned or in-licensed issued patents may not provide us with any competitive advantages, or may be narrowed in scope, be held
invalid or unenforceable as a result of legal challenges by third parties;

� we may not develop additional proprietary technologies for which we can obtain patent protection; or

� the patents of others may have an adverse effect on our business.
We also may rely on trade secrets to protect our technology, especially where we do not believe patent protection is appropriate or obtainable.
However, trade secrets are difficult to protect, and we have limited control over the protection of trade secrets used by our licensors,
collaborators and suppliers. Although we use reasonable efforts to protect our trade secrets, our employees, consultants, contractors, outside
scientific collaborators and other advisors may unintentionally or willfully disclose our information to competitors. Enforcing a claim that a third
party illegally obtained and is using any of our trade secrets is expensive and time consuming, and the outcome is unpredictable. In addition,
courts outside the United States are sometimes less willing to protect trade secrets. Moreover, our competitors may independently develop
equivalent knowledge, methods and know-how. If our confidential or proprietary information is divulged to or acquired by third parties,
including our competitors, our competitive position in the marketplace will be harmed and our ability to successfully penetrate our target
markets could be severely compromised.

If any of our owned or in-licensed patents are found to be invalid or unenforceable, or if we are otherwise unable to adequately protect our
rights, it could have a material adverse impact on our business and our ability to commercialize or license our technology and products.
Likewise, our patents covering certain technology used in our DosePro device are expected to expire on various dates from 2014 through 2026
and the patents licensed to us by Alkermes are expected to expire in 2019. As of June 30, 2012, our patent portfolio included nine issued U.S.
patents, five pending U.S. patent applications, 40 issued foreign patents and four pending foreign patent applications relating to various aspects
of Sumavel DosePro and our DosePro technology. Six of our U.S. patents relating to our DosePro technology, U.S. Patent Nos. 5,891,086,
5,957,886, 6,135,979, 7,776,007, 7,901,385 and 8,118,771, are expected to expire in 2014, 2016 2017, 2026, 2026 and 2023, respectively. U.S.
Patent No. 5,891,086 covers a particular actuator mechanism forming a part of the needleless injector device; U.S. Patent No. 5,957,886 claims a
needleless injector system using a viscous damping medium; U.S. Patent No. 6,135,979 covers the needleless injector with particular safety
mechanisms; U.S. Patent Number 7,776,007 covers the cap and latch mechanism; U.S. Patent No. 7,901,385 covers a casing for enclosing the
injection devices; and U.S. patent 8,118,771 covers a method of reducing breakage of glass capsules used in the Sumavel DosePro device. Upon
the expiration of these patents, we will lose the right to exclude others from practicing these inventions. Additionally, since these six patents are
the only patents currently listed in the FDA Orange Book for Sumavel DosePro, their expiration will mean that we lose certain advantages that
come with Orange Book listing of patents. The expiration of these patents could also have a similar material adverse effect on our business,
results of operations, financial condition and prospects. Moreover, if Alkermes or Durect decides not to commence or continue any action
relating to the defense of the patents they have licensed to us, they are required to notify us and we
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have the right to initiate proceedings after receiving their notice. Such proceedings will require the assistance of Alkermes or Durect, as
applicable, and we have limited control over the amount or timing of resources Alkermes or Durect devotes on our behalf or the priority they
place on enforcing these patent rights.

If we fail to comply with our obligations in our intellectual property licenses with third parties, we could lose license rights that are important
to our business.

We are a party to a license agreement with Alkermes, pursuant to which we license key intellectual property for Zohydro ER. We also recently
entered into a license agreement with Durect, pursuant to which we license key intellectual property for Relday. These existing licenses impose
various diligence, milestone payment, royalty, insurance and other obligations on us. If we fail to comply with these obligations, our licensors
may have the right to terminate the license, in which event we would not be able to develop or market the affected products. If we lose such
license rights, our business, results of operations, financial condition and prospects may be materially adversely affected. We may enter into
additional licenses in the future and if we fail to comply with obligations under those agreements, we could suffer similar consequences.

We may incur substantial costs as a result of litigation or other proceedings relating to patent and other intellectual property rights, and we
may be unable to protect our rights to our products and technology.

If we or our collaborators or licensors choose to go to court to stop a third party from using the inventions claimed in our owned or in-licensed
patents, that third party may ask the court to rule that the patents are invalid and/or should not be enforced against that third party. These
lawsuits are expensive and would consume time and other resources even if we or they, as the case may be, were successful in stopping the
infringement of these patents. In addition, there is a risk that the court will decide that these patents are not valid and that we or they, as the case
may be, do not have the right to stop others from using the inventions.

There is also the risk that, even if the validity of these patents is upheld, the court will refuse to stop the third party on the ground that such
third-party�s activities do not infringe our owned or in-licensed patents. In addition, the U.S. Supreme Court has recently changed some tests
regarding granting patents and assessing the validity of patents. As a consequence, issued patents may be found to contain invalid claims
according to the newly revised standards. Some of our own or in-licensed patents may be subject to challenge and subsequent invalidation or
significant narrowing of claim scope in a reexamination proceeding before the PTO, or during litigation, under the revised criteria which make it
more difficult to obtain patents.

We may also not be able to detect infringement of our own or in-licensed patents, which may be especially difficult for methods of
manufacturing or formulation products. While we intend to take actions reasonably necessary to enforce our patent rights, we depend, in part, on
our licensors and collaborators to protect a substantial portion of our proprietary rights. For example, Alkermes, our licensor, is primarily
responsible for the enforcement of the intellectual property rights related to Zohydro ER. Under the agreement, Alkermes has the first right, but
not the obligation, to initiate an infringement proceeding against a third-party infringer. If Alkermes decides not to commence or continue any
action, they are required to notify us and grant us step in rights to enforce the in-licensed intellectual property. Such enforcement will require the
cooperation of Alkermes, and we will be responsible for Alkermes� reasonable expenses and attorney�s fees incurred as a result of that
cooperation. We have limited control over the amount or timing of resources Alkermes devotes on our behalf or the priority they place on
enforcing these patent rights to our advantage. Similarly, Durect, our licensor, is primarily responsible for the enforcement of certain of the
intellectual property rights it licenses to us related to Relday. Under the agreement, Durect has the first right, but not the obligation, to initiate an
infringement proceeding against a third-party infringer of those intellectual property rights through the use, marketing, sale or import of a
product that is competitive to Relday. If Durect decides not to commence or continue any such action, we have the right, but not the duty, to do
so and such enforcement will require the cooperation of Durect. We have limited control over the amount or timing of resources Durect devotes
on our behalf or the priority it places on enforcing these patent rights to our advantage.

If we are sued for infringing intellectual property rights of third parties, it will be costly and time consuming, and an unfavorable outcome in
that litigation would have a material adverse effect on our business.

Our commercial success depends upon our ability and the ability of our collaborators to develop, manufacture, market and sell our device and
product candidates and use our proprietary technologies without infringing the proprietary rights of third parties. Numerous U.S. and foreign
issued patents and pending patent applications, which are owned by third parties, exist in the fields relating to Sumavel DosePro and our product
candidates. As the medical device, biotechnology and pharmaceutical industries expand and more patents are issued, the risk increases that
others may assert our product or product candidates infringe the patent rights of others. Moreover, it is not always clear to industry participants,
including us, which patents cover various types of medical devices, drugs, products or their methods of use. Thus, because of the large number
of patents issued and patent applications filed in our fields, there may be a risk that third parties may allege they have patent rights encompassing
our product, product candidates, technology or methods.
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In addition, there may be issued patents of third parties of which we are currently unaware, that are infringed or are alleged to be infringed by
our product, product candidates or proprietary technologies. Because some patent applications in the United States may
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be maintained in secrecy until the patents are issued, because patent applications in the United States and many foreign jurisdictions are typically
not published until eighteen months after filing, and because publications in the scientific literature often lag behind actual discoveries, we
cannot be certain that others have not filed patent applications for technology covered by our owned and in-licensed issued patents or our
pending applications, or that we or, if applicable, a licensor were the first to invent the technology. Our competitors may have filed, and may in
the future file, patent applications covering our products or technology similar to ours. Any such patent application may have priority over our
owned and in-licensed patent applications or patents, which could further require us to obtain rights to issued patents covering such technologies.
If another party has filed a U.S. patent application on inventions similar to those owned or in-licensed to us, we or, in the case of in-licensed
technology, the licensor may have to participate in an interference proceeding declared by the PTO to determine priority of invention in the
United States. If another party has reason to assert a substantial new question of patentability against any of our claims in our owned and
in-licensed U.S. patents, the third party can request that the PTO reexamine the patent claims, which may result in a loss of scope of some claims
or a loss of the entire patent. In addition to potential infringement claims, interference and reexamination proceedings, we may become a party to
patent opposition proceedings in the European Patent Office where either our patents are challenged, or we are challenging the patents of others.
The costs of these proceedings could be substantial, and it is possible that such efforts would be unsuccessful if the other party had
independently arrived at the same or similar invention prior to our own or, if applicable, our licensor�s invention, resulting in a loss of our U.S.
patent position with respect to such inventions. We may be exposed to, or threatened with, future litigation by third parties having patent or other
intellectual property rights alleging that our device and/or product candidates and/or proprietary technologies infringe their intellectual property
rights. These lawsuits are costly and could adversely affect our results of operations and divert the attention of managerial and technical
personnel. There is a risk that a court would decide that we or our commercialization partners are infringing the third party�s patents and would
order us or our partners to stop the activities covered by the patents. In addition, there is a risk that a court will order us or our partners to pay the
other party damages for having violated the other party�s patents.

If a third-party�s patents was found to cover our device and/or product candidates, proprietary technologies or their uses, we or our collaborators
could be enjoined by a court and required to pay damages and could be unable to commercialize Sumavel DosePro or our product candidates or
use our proprietary technologies unless we or they obtained a license to the patent. A license may not be available to us or our collaborators on
acceptable terms, if at all. In addition, during litigation, the patent holder could obtain a preliminary injunction or other equitable relief which
could prohibit us from making, using or selling our products, technologies or methods pending a trial on the merits, which could be years away.

There is a substantial amount of litigation involving patent and other intellectual property rights in the device, biotechnology and pharmaceutical
industries generally. If a third party claims that we or our collaborators infringe its intellectual property rights, we may face a number of issues,
including, but not limited to:

� infringement and other intellectual property claims which, regardless of merit, may be expensive and time-consuming to
litigate and may divert our management�s attention from our core business;

� substantial damages for infringement, which we may have to pay if a court decides that the product at issue infringes on or violates
the third party�s rights, and if the court finds that the infringement was willful, we could be ordered to pay treble damages and the
patent owner�s attorneys� fees;

� a court prohibiting us from selling or licensing the product unless the third party licenses its product rights to us, which it is not
required to do;

� if a license is available from a third party, we may have to pay substantial royalties, upfront fees and/or grant cross-licenses to
intellectual property rights for our products; and

� redesigning our products or processes so they do not infringe, which may not be possible or may require substantial monetary
expenditures and time.

Some of our competitors may be able to sustain the costs of complex patent litigation more effectively than we can because they have
substantially greater resources. In addition, any uncertainties resulting from the initiation and continuation of any litigation could have a material
adverse effect on our ability to raise the funds necessary to continue our operations or otherwise have a material adverse effect on our business,
results of operations, financial condition and prospects.
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Although we own worldwide rights to Sumavel DosePro, we do not have patent protection for the product in a significant number of
countries, and we will be unable to prevent infringement in those countries.

Our patent portfolio related to DosePro includes patents in the United States, Canada, Germany, Spain, France, the United Kingdom, Italy, and
Japan. The covered technology and the scope of coverage varies from country to country. For those countries where we do not have granted
patents, we have no ability to prevent the unauthorized use of our intellectual property, and third parties in those countries may be able to make,
use, or sell products identical to, or substantially similar to DosePro.
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Obtaining and maintaining our patent protection depends on compliance with various procedural, document submission, fee payment and
other requirements imposed by governmental patent agencies, and our patent protection could be reduced or eliminated for non-compliance
with these requirements.

Periodic maintenance fees on our owned and in-licensed patents are due to be paid to the PTO in several stages over the lifetime of the patents.
Future maintenance fees will also need to be paid on other patents which may be issued to us. We have systems in place to remind us to pay
these fees, and we employ outside firms to remind us or our in-licensor to pay annuity fees due to foreign patent agencies on our pending foreign
patent applications. The PTO and various foreign governmental patent agencies require compliance with a number of procedural, documentary,
fee payment and other similar provisions during the patent application process. In many cases, an inadvertent lapse can be cured by payment of a
late fee or by other means in accordance with the applicable rules. However, there are situations in which noncompliance can result in
abandonment or lapse of the patent or patent application, resulting in partial or complete loss of patent rights in the relevant jurisdiction. In such
an event, our competitors might be able to enter the market and this circumstance would have a material adverse effect on our business. For the
patents and patent applications related to Zohydro ER, Alkermes is obligated to maintain our in-licensed patents in the United States under our
license agreement. Should Alkermes fail to pursue maintenance of our licensed patents and patent applications, Alkermes is obligated to notify
us and, at that time, we will be granted an opportunity to maintain the prosecution and avoid withdrawal, cancellation, expiration or
abandonment of the licensed U.S. patents and applications. For the patents and patent applications related to Relday, Durect is obligated to
maintain certain of our in-licensed patents on a worldwide basis, using commercially reasonable efforts, under our license agreement. Should
Durect fail to pursue maintenance of certain of those licensed patents and patent applications, Durect is obligated to notify us and, at that time,
we will be granted an opportunity to maintain the prosecution and avoid withdrawal, cancellation, expiration or abandonment of those licensed
patents and applications.

We also may rely on trade secrets and confidentiality agreements to protect our technology and know-how, especially where we do not believe
patent protection is appropriate or obtainable. However, trade secrets are difficult to protect, and we have limited control over the protection of
trade secrets used by our licensors, collaborators and suppliers. Although we use reasonable efforts to protect our trade secrets, our employees,
consultants, contractors, outside scientific collaborators and other advisors may unintentionally or willfully disclose our information to
competitors. Enforcing a claim that a third party illegally obtained and is using any of our trade secrets is expensive and time consuming, and the
outcome is unpredictable. In addition, courts outside the United States are sometimes less willing to protect trade secrets. Moreover, our
competitors may independently develop equivalent knowledge, methods and know-how. If our confidential or proprietary information is
divulged to or acquired by third parties, including our competitors, our competitive position in the marketplace will be harmed and our ability to
successfully generate revenues from Sumavel DosePro and, if approved by the FDA or other regulatory authorities, our product candidates could
be adversely affected.

We may be subject to claims that our employees have wrongfully used or disclosed alleged trade secrets of their former employers.

As is common in the device, biotechnology and pharmaceutical industries, we employ individuals who were previously employed at other
device, biotechnology or pharmaceutical companies, including our competitors or potential competitors. Although no claims against us are
currently pending, we may be subject to claims that these employees or we have inadvertently or otherwise used or disclosed trade secrets or
other proprietary information of their former employers. Litigation may be necessary to defend against these claims. Even if we are successful in
defending against these claims, litigation could result in substantial costs and be a distraction to management, which would adversely affect our
financial condition.

Risks Relating to the Securities Markets and an Investment in Our Stock

The market price of our common stock has fluctuated and is likely to continue to fluctuate substantially.*

The market prices for securities of biotechnology and pharmaceutical companies have historically been highly volatile, and the market has
recently experienced significant price and volume fluctuations that are unrelated to the operating performance of particular companies. Since the
commencement of trading in connection with our initial public offering in November 2010, the publicly traded shares of our common stock have
themselves experienced significant price and volume fluctuations. During the quarter ended June 30, 2012, the price per share for our common
stock on the Nasdaq Global Market has ranged from a low sale price of $1.55 to a high sale price of $2.58. This market volatility is likely to
continue. These and other factors could reduce the market price of our common stock, regardless of our operating performance. In addition, the
trading price of our common stock could change significantly, both over short periods of time and the longer term, due to many factors,
including those described elsewhere in this �Risk Factors� section and the following:
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� announcements concerning our and Mallinckrodt�s commercial progress in promoting and selling Sumavel DosePro, including sales
and revenue trends;

� announcements concerning our NDA for Zohydro ER;

� FDA or international regulatory actions, including results and announcements from FDA advisory committee meetings convened
with respect to the Zohydro ER NDA or hydrocodone generally and whether and when we receive regulatory approval for Zohydro
ER or any of our other product candidates;

� the development status of Relday or any of our other product candidates, including the results from our clinical trials;
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� other regulatory developments, including the FDA�s potential grant of regulatory exclusivity to a competitor who receives FDA
approval before us for an extended-release hydrocodone product, which could significantly delay our ability to receive approval for
Zohydro ER;

� announcements of the introduction of new products by us or our competitors;

� announcements concerning product development results or intellectual property rights of others;

� announcements relating to litigation, intellectual property or our business, and the public�s response to press releases or other public
announcements by us or third parties;

� variations in the level of expenses related to Zohydro ER, Relday or any of our other product candidates or clinical development
programs, including relating to the timing of invoices from, and other billing practices of, our CROs and clinical trial sites;

� market conditions or trends in the pharmaceutical sector or the economy as a whole;

� changes in operating performance and stock market valuations of other pharmaceutical companies and price and volume fluctuations
in the overall stock market;

� litigation or public concern about the safety of Sumavel DosePro or our product candidates;

� actual and anticipated fluctuations in our quarterly operating results;

� the financial projections we may provide to the public, any changes in these projections or our failure to meet these projections;

� deviations from securities analysts� estimates or the impact of other analyst comments;

� ratings downgrades by any securities analysts who follow our common stock;

� additions or departures of key personnel;

� third-party payor coverage and reimbursement policies;

� developments concerning current or future strategic collaborations, and the timing of payments we may make or receive under these
arrangements;

� developments affecting our contract manufacturers, component fabricators and service providers;
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� the development and sustainability of an active trading market for our common stock;

� future sales of our common stock by our officers, directors and significant stockholders;

� other events or factors, including those resulting from war, incidents of terrorism, natural disasters, security breaches, system failures
or responses to these events;

� changes in accounting principles; and

� discussion of us or our stock price by the financial and scientific press and in online investor communities.
In addition, the stock markets, and in particular the Nasdaq Global Market, have experienced extreme price and volume fluctuations that have
affected and continue to affect the market prices of equity securities of many pharmaceutical companies. Stock prices of many pharmaceutical
companies have fluctuated in a manner unrelated or disproportionate to the operating performance of those companies. The realization of any of
the above risks or any of a broad range of other risks, including those described in these �Risk Factors� could have a dramatic and material adverse
impact on the market price of our common stock.

There may not be a viable public market for our common stock.

Our common stock had not been publicly traded prior to our initial public offering in November 2010, the trading volume of our common stock
on the Nasdaq Global Market has been limited and an active trading market may not be developed or sustained. We cannot predict the extent to
which investor interest in our company will lead to the development of an active trading market on the Nasdaq Global Market or otherwise or
how liquid that market might become. If an active public market does not develop or is not sustained, it may be difficult for you to sell your
shares of common stock at a price that is attractive to you, or at all. Further, an inactive market may also impair our ability to raise capital by
selling shares of our common stock and may impair our ability to enter into strategic partnerships or acquire companies or products, product
candidates or technologies by using our shares of common stock as consideration.

We may invest or spend our cash in ways with which you may not agree or in ways which may not yield a significant return.

Our management has considerable discretion in the use of our cash. Our cash may be used for purposes that do not increase our operating results
or market value. Until the cash is used, it may be placed in investments that do not produce significant income or that may lose value. The
failure of our management to invest or spend our cash effectively could result in unfavorable returns and uncertainty about our prospects, each of
which could cause the price of our common stock to decline.

64

Edgar Filing: Kyne Brendan - Form 3

Table of Contents 19



Table of Contents

Our quarterly operating results may fluctuate significantly.*

Our quarterly operating results are difficult to predict and may fluctuate significantly from period to period, particularly because the commercial
success of, and demand for, Sumavel DosePro, as well as the success and costs of our Zohydro ER, Relday and other product candidate
development programs are uncertain and therefore our future prospects are uncertain. Our net loss and other operating results will be affected by
numerous factors, including:

� fluctuations in the quarterly revenues of Sumavel DosePro, including fluctuations resulting from the termination of our co-promotion
agreement with Astellas in March 2012 and the performance of Mallinckrodt under our new co-promotion agreement, and from our
distributors� inventory management practices and buying patterns;

� the level of underlying demand for Sumavel DosePro or any of our other product candidates that may receive regulatory approval;

� our ability to control production spending and underutilization of production capacity;

� variations in the level of development and /or regulatory expenses related to Zohydro ER, Relday or other development programs;

� results of clinical trials for Zohydro ER, Relday or any other of our product candidates;

� any intellectual property infringement lawsuit in which we may become involved;

� regulatory developments and legislative changes, including healthcare reform, affecting our product and product candidates or those
of our competitors; and

� our execution of any collaborative, licensing or similar arrangements, and the timing of payments we may make or receive under
these arrangements.

If our quarterly operating results fall below the expectations of investors or securities analysts, the price of our common stock could decline
substantially. Furthermore, any quarterly fluctuations in our operating results may, in turn, cause the price of our stock to fluctuate substantially.

We may become involved in securities class action litigation that could divert management�s attention and adversely affect our business and
could subject us to significant liabilities.

The stock markets have recently experienced significant price and volume fluctuations that have affected the market prices for the common
stock of pharmaceutical companies. These broad market fluctuations as well a broad range of other factors, including the realization of any of
the risks described in these �Risk Factors,� may cause the market price of our common stock to decline. In the past, securities class action
litigation has often been brought against a company following a decline in the market price of its securities. This risk is especially relevant for us
because biotechnology and pharmaceutical companies generally experience significant stock price volatility. We may become involved in this
type of litigation in the future. Litigation often is expensive and diverts management�s attention and resources, which could adversely affect our
business. Any adverse determination in any such litigation or any amounts paid to settle any such actual or threatened litigation could require
that we make significant payments.

If securities or industry analysts do not publish research or publish inaccurate or unfavorable research about our business, our stock price
and trading volume could decline.*
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The trading market for our common stock will depend in part on the research and reports that securities or industry analysts publish about us or
our business. As of June 30, 2012, we had research coverage by only four securities analysts. If these securities analysts cease coverage of our
company, the trading price for our stock would be negatively impacted. If one or more of the analysts who covers us downgrades our stock or
publishes inaccurate or unfavorable research about our business, our stock price would likely decline. If one or more of these analysts ceases
coverage of us or fails to publish reports on us regularly, demand for our stock could decrease, which could cause our stock price and trading
volume to decline.

Our executive officers and directors and their affiliates will exercise significant control over stockholder voting matters in a manner that
may not be in the best interests of all of our stockholders.*

Our executive officers and directors and their affiliates together control approximately 44% of our outstanding common stock, assuming no
exercise of outstanding options or warrants, as of June 30, 2012. Four of our non-employee directors are, or are representatives designated by,
significant stockholders and two of our directors are executive officers. As a result, these stockholders will collectively be able to significantly
influence and may be able to control all matters requiring approval of our stockholders, including the election of directors and approval of
significant corporate transactions such as mergers, consolidations or the sale of all or substantially all of our assets. The concentration of
ownership may delay, prevent or deter a change in control of our company even when such a change may be in the best interests of some
stockholders, impede a merger, consolidation, takeover or other business combination involving us, or could deprive our stockholders of an
opportunity to receive a premium for their common stock as part of a sale of our company or our assets and might adversely affect the prevailing
market price of our common stock.
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In addition, sales of shares beneficially owned by executive officers and directors and their affiliates could be viewed negatively by third parties
and have a negative impact on our stock price. Moreover, we cannot assure you as to how these shares will may be distributed and subsequently
voted.

Future sales of our common stock or securities convertible or exchangeable for our common stock may depress our stock price.*

Persons who were our stockholders prior to the sale of shares in our initial public offering in November 2010 continue to hold a substantial
number of shares of our common stock that they are able to sell in the public market, subject in some cases to certain legal restrictions.
Significant portions of these shares are held by a small number of stockholders. If these stockholders sell, or indicate an intention to sell,
substantial amounts of our common stock in the public market, the trading price of our common stock could decline. The perception in the
market that these sales may occur could also cause the trading price of our common stock to decline. As of June 30, 2012, we had 65,597,845
shares of common stock outstanding. Of these shares, approximately 36,655,216 are freely tradable, without restriction, in the public market.

In addition, shares of common stock that are either subject to outstanding options or reserved for future issuance under our employee benefit
plans are eligible for sale in the public market to the extent permitted by the provisions of various vesting schedules and Rule 144 and Rule 701
under the Securities Act of 1933, as amended, or the Securities Act, and, in any event, we have filed a registration statement permitting shares of
common stock issued on exercise of options to be freely sold in the public market. If these additional shares of common stock are sold, or if it is
perceived that they will be sold, in the public market, the trading price of our common stock could decline.

Certain holders of shares of our common stock, warrants to purchase our common stock and the shares of common stock issuable upon exercise
of those warrants are entitled to rights with respect to the registration of their shares under the Securities Act. Registration of these shares under
the Securities Act would result in the shares becoming freely tradable without restriction under the Securities Act, except for shares purchased
by our affiliates. In addition, our directors and executive officers may establish programmed selling plans under Rule 10b5-1 of the Securities
Exchange Act of 1934, as amended, or the Exchange Act, for the purpose of effecting sales of our common stock. Any sales of securities by
these stockholders, or the perception that those sales may occur, including the entry into such programmed selling plans, could have a material
adverse effect on the trading price of our common stock.

Anti-takeover provisions under our charter documents and Delaware law could delay or prevent a change of control which could limit the
market price of our common stock and may prevent or frustrate attempts by our stockholders to replace or remove our current management.

Our amended and restated certificate of incorporation and amended and restated bylaws contain provisions that could delay or prevent a change
of control of our company or changes in our board of directors that our stockholders might consider favorable. Some of these provisions include:

� a board of directors divided into three classes serving staggered three-year terms, such that not all members of the board will be
elected at one time;

� a prohibition on stockholder action through written consent, which requires that all stockholder actions be taken at a meeting of our
stockholders;

� a requirement that special meetings of stockholders be called only by the chairman of the board of directors, the chief executive
officer, the president or by a majority of the total number of authorized directors;

� advance notice requirements for stockholder proposals and nominations for election to our board of directors;

� a requirement that no member of our board of directors may be removed from office by our stockholders except for cause and, in
addition to any other vote required by law, upon the approval of not less than 66  2/3% of all outstanding shares of our voting stock
then entitled to vote in the election of directors;
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� a requirement of approval of not less than 66   2/3% of all outstanding shares of our voting stock to amend any bylaws by stockholder
action or to amend specific provisions of our certificate of incorporation; and

� the authority of the board of directors to issue preferred stock on terms determined by the board of directors without stockholder
approval and which preferred stock may include rights superior to the rights of the holders of common stock.

In addition, because we are incorporated in Delaware, we are governed by the provisions of Section 203 of the Delaware General Corporate
Law, which may prohibit certain business combinations with stockholders owning 15% or more of our outstanding voting stock. These
anti-takeover provisions and other provisions in our amended and restated certificate of incorporation and amended and restated bylaws could
make it more difficult for stockholders or potential acquirers to obtain control of our board of directors or initiate actions that are opposed by the
then-current board of directors and could also delay or impede a merger, tender offer or proxy contest involving our company. These provisions
could also discourage proxy contests and make it more difficult for you and other stockholders to elect directors of your choosing or cause us to
take other corporate actions you desire. Any delay or prevention of a change of control transaction or changes in our board of directors could
cause the market price of our common stock to decline.
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We have never paid dividends on our capital stock, and we do not anticipate paying any cash dividends in the foreseeable future.

The continued operation and expansion of our business will require substantial funding. Investors seeking cash dividends in the foreseeable
future should not purchase our common stock. We have paid no cash dividends on any of our classes of capital stock to date and we currently
intend to retain our available cash to fund the development and growth of our business. Any determination to pay dividends in the future will be
at the discretion of our board of directors and will depend upon results of operations, financial condition, contractual restrictions, restrictions
imposed by applicable law and other factors our board of directors deems relevant. In addition, our ability to pay cash dividends is currently
prohibited by the terms of our loan and security agreements. We do not anticipate paying any cash dividends on our common stock in the
foreseeable future. Any return to stockholders will therefore be limited to the appreciation in the market price of their stock, which may never
occur.

We have incurred and will continue to incur significant increased costs as a result of operating as a public company, and our management is
required to devote substantial time to meet compliance obligations.*

As a public company, we have incurred and will continue to incur significant legal, accounting and other expenses that we did not incur as a
private company. We are subject to the reporting requirements of the Exchange Act, the Sarbanes-Oxley Act of 2002, or the Sarbanes-Oxley
Act, as well as rules subsequently implemented by the SEC and the Nasdaq Stock Market, or Nasdaq, that impose significant requirements on
public companies, including requiring establishment and maintenance of effective disclosure and financial controls and changes in corporate
governance practices. The Exchange Act requires, among other things, that we file annual, quarterly and current reports with respect to our
business and financial condition. In addition, on July 21, 2010, the Dodd-Frank Wall Street Reform and Protection Act, or the Dodd-Frank Act,
was enacted. There are significant corporate governance and executive compensation-related provisions in the Dodd-Frank Act that require the
SEC to adopt additional rules and regulations in these areas. The requirements of these rules and regulations have increased and will continue to
increase our legal and financial compliance costs, make some activities more difficult, time-consuming or costly and may also place
considerable strain on our personnel, systems and resources. Our management and other personnel have devoted and will continue to devote a
substantial amount of time to these new compliance initiatives. In addition, we expect these rules and regulations to make it more difficult and
more expensive for us to obtain director and officer liability insurance, and we may be required to accept reduced policy limits and coverage or
incur substantially higher costs to obtain the same or similar coverage. As a result, it may be more difficult for us to attract and retain qualified
people to serve on our board of directors, our board committees or as executive officers.

The Sarbanes-Oxley Act requires, among other things, that we maintain effective internal controls for financial reporting and disclosure controls
and procedures. Ensuring that we have adequate internal financial and accounting controls and procedures in place is a costly and
time-consuming effort that needs to be re-evaluated frequently. In particular, commencing in fiscal 2011, we performed system and process
evaluation and testing of our internal controls over financial reporting which allowed management to report on the effectiveness of our internal
controls over financial reporting, as required by Section 404 of the Sarbanes-Oxley Act, or Section 404. Our future testing may reveal
deficiencies in our internal controls over financial reporting that are deemed to be material weaknesses or that may require prospective or
retroactive changes to our consolidated financial statements or identify other areas for further attention or improvement. We expect to incur
significant expense and devote substantial management effort toward ensuring compliance with Section 404. Pursuant to Section 404(c) of the
Sarbanes-Oxley Act, our independent registered public accounting firm will be required to deliver an attestation report on the effectiveness of
our internal control over financial reporting for the year ending December 31, 2012 as we will be an accelerated filer. We currently do not have
an internal audit function, and we may need to hire additional accounting and financial staff with appropriate public company experience and
technical accounting knowledge. Implementing any appropriate changes to our internal controls may require specific compliance training for our
directors, officers and employees, entail substantial costs to modify our existing accounting systems, and take a significant period of time to
complete. Such changes may not, however, be effective in maintaining the adequacy of our internal controls, and any failure to maintain that
adequacy, or consequent inability to produce accurate consolidated financial statements or other reports on a timely basis, could increase our
operating costs and could materially impair our ability to operate our business. Moreover, effective internal controls are necessary for us to
produce reliable financial reports and are important to help prevent fraud. If we are not able to comply with the requirements of Section 404 in a
timely manner, or if we or our independent registered public accounting firm identifies deficiencies in our internal controls that are deemed to be
material weaknesses, the market price of our stock could decline and we could be subject to sanctions or investigations by Nasdaq, the SEC or
other regulatory authorities, which would entail expenditure of additional financial and management resources.

Item 2. Unregistered Sales of Equity Securities and Use of Proceeds

Unregistered Sales of Equity Securities

Not applicable.
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Use of Proceeds

Not applicable.

Item 3. Defaults Upon Senior Securities

Not applicable.

Item 4. Mine Safety Disclosures

Not applicable.

Item 5. Other Information

Not applicable.

Item 6. Exhibits
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EXHIBIT INDEX

Exhibit

Number Description

    3.1(2) Fifth Amended and Restated Certificate of Incorporation of the Registrant

    3.2(2) Amended and Restated Bylaws of the Registrant

    4.1(3) Form of the Registrant�s Common Stock Certificate

    4.2(1) Third Amended and Restated Investors� Rights Agreement dated December 2, 2009

    4.3(1) Amendment to Third Amended and Restated Investors� Rights Agreement dated as of July 1, 2010

    4.4(4) Second Amendment to Third Amended and Restated Investors� Rights Agreement dated June 30, 2011

    4.5(1) Warrant dated March 5, 2007 issued by the Registrant to General Electric Capital Corporation

    4.6(1) Warrant dated June 30, 2008 issued by the Registrant to Oxford Finance Corporation

    4.7(1) Warrant dated June 30, 2008 issued by the Registrant to CIT Healthcare LLC (subsequently transferred to The CIT
Group/Equity Investments, Inc.)

    4.8(1) Transfer of Warrant dated March 24, 2009 from CIT Healthcare LLC to The CIT Group/Equity Investments, Inc.

    4.9(1) Warrant dated July 1, 2010 issued by the Registrant to Oxford Finance Corporation

    4.10(1) Warrant dated July 1, 2010 issued by the Registrant to Silicon Valley Bank

    4.11(4) Warrant dated June 30, 2011 issued by the Registrant to Oxford Finance LLC

    4.12(4) Warrant dated June 30, 2011 issued by the Registrant to Silicon Valley Bank

    4.13(4) Warrant dated July 18, 2011 issued by the Registrant to Healthcare Royalty Partners (formerly Cowen Healthcare Royalty
Partners II, L.P.)

  10.1� Co-Promotion Agreement dated June 6, 2012 by and between the Registrant and Mallinckrodt LLC

  31.1 Certification of Chief Executive Officer pursuant to Section 302 of the Public Company Accounting Reform and Investor
Protection Act of 2002 (18 U.S.C. §1350, as adopted)

  31.2 Certification of Chief Financial Officer pursuant to Section 302 of the Public Company Accounting Reform and Investor
Protection Act of 2002 (18 U.S.C. §1350, as adopted)

  32.1* Certification of Chief Executive Officer pursuant to Section 906 of the Public Company Accounting Reform and Investor
Protection Act of 2002 (18 U.S.C. §1350, as adopted)

  32.2* Certification of Chief Financial Officer pursuant to Section 906 of the Public Company Accounting Reform and Investor
Protection Act of 2002 (18 U.S.C. §1350, as adopted)

101** The following financial statements from the Registrant�s Quarterly Report on form 10-Q for the period ended March 31, 2012,
filed on May 15, 2012, formatted in XBRL: (i) Consolidated Balance Sheets, (ii) Consolidated Statements of Operations, (iii)
Consolidated Statements of Cash Flows, and (iv) the Notes to Consolidated Financial Statements, tagged as blocks of text.

(1) Filed with the Registrant�s Registration Statement on Form S-1 on September 3, 2010.
(2) Filed with Amendment No. 2 to Registrant�s Registration Statement on Form S-1 on October 27, 2010.
(3) Filed with Amendment No. 3 to the Registrant�s Registration Statement on Form S-1 on November 4, 2010.
(4) Filed with the Registrant�s Quarterly Report on Form 10-Q on August 11, 2011.
� Confidential treatment has been requested for portions of this exhibit. These portions have been omitted and submitted separately to the

Securities and Exchange Commission.
*
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These certifications are being furnished solely to accompany this quarterly report pursuant to 18 U.S.C. Section 1350, and are not
being filed for purposes of Section 18 of the Securities Exchange Act of 1934 and are not subject to the liability of that section.
These certifications are not to be incorporated by reference into any filing of Zogenix, Inc., whether made before or after the date
hereof, regardless of any general incorporation language in such filing.

** Pursuant to Rule 406T of Regulation S-T, these interactive data files are deemed not filed or part of a registration statement or prospectus
for purposes of Section 11 or 12 of the Securities Act of 1933, are deemed not filed for purposes of Section 18 of the Securities Exchange
Act of 1934, and otherwise are not subject to liability under these sections.
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SIGNATURES

Pursuant to the requirements of Section 13 or 15(d) of the Securities Exchange Act of 1934, as amended, the Registrant has duly caused this
report to be signed on its behalf by the undersigned, thereunto duly authorized.

ZOGENIX, INC.

Date: August 9, 2012 By: /s/ Roger L. Hawley
Chief Executive Officer

Date: August 9, 2012 By: /s/ Ann D. Rhoads
Executive Vice President, Chief Financial Officer, Treasurer and
Secretary
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